1. Introduction {#s0005}
===============

Internet-delivered cognitive behaviour therapy (ICBT) is becoming increasingly popular due to its numerous advantages over face-to-face treatment, such as greater accessibility, increased privacy, and cost effectiveness ([@bb0010]). ICBT typically consists of online lessons presented over the course of several weeks, combined with regular symptom monitoring and homework assignments ([@bb0175]). In therapist-assisted ICBT programs, clients correspond with their therapist as they work through the course content ([@bb0005]). It is well established that therapist-assisted ICBT produces clinically significant symptom improvements that are comparable to the effects found with face-to-face cognitive behaviour therapy (CBT; [@bb0015]).

Despite the effectiveness of ICBT, it is possible for clients to experience negative effects associated with treatment ([@bb0015]; [@bb0060]; [@bb0125]). Several recent articles have noted the lack of research in this area and emphasized the need for further exploration of negative effects associated with ICBT ([@bb0015]; [@bb0060]; [@bb0100]; [@bb0145]). Such articles attribute the lack of negative effects research to the absence of a coherent framework for defining and measuring negative effects ([@bb0120]; [@bb0145]; [@bb0160]). For example, in the broader psychotherapy literature, the terms *adverse events*, *unwanted events*, *deterioration*, *harmful effects*, *negative therapeutic reaction*, and many more have been used synonymously with the term *negative effects* ([@bb0120]). For the purpose of this study, *negative effects* will be used as an umbrella term to refer to all potentially adverse or unwanted events or experiences that have an undesirable effect on the client and may or may not be associated with long-term symptoms or distress ([@bb0145]).

Negative effects of ICBT can be measured using a variety of methods ([@bb0145]). ICBT clinical trials sometimes report rates of deterioration (i.e., percentage of the sample that experienced a significant increase in symptoms) or non-response (i.e., percentage of the sample that reported a non-significant improvement in symptoms) by comparing clients\' symptom scores at pre- and post-treatment ([@bb0020]; [@bb0030]; [@bb0055]; [@bb0150]; [@bb0140]). Researchers have also used self-report measures, such as the Negative Effects Questionnaire, at post-treatment as a means of exploring negative effects associated with ICBT, although such measures have not yet been widely adopted ([@bb0135]; [@bb0155]).

Qualitative research methods are increasingly being used to explore the nature and prevalence of negative effects in ICBT ([@bb0050]; [@bb0145]). Several studies have interviewed clinical trial participants after treatment to ask about a number of topics including negative effects ([@bb0025]; [@bb0080]; [@bb0115]). The most insight, however, has come from studies that explicitly asked clients to describe negative effects they experienced over the course of treatment using open-ended comment boxes at post-treatment ([@bb0030]; [@bb0130]). The two studies that have assessed negative effects in this way will be reviewed below as they are most relevant to the current study.

In the largest study of its kind, [@bb0130] analyzed negative effects across 4 large ICBT clinical trials that addressed social anxiety, panic disorder, depression, and severe procrastination (*N* = 558). The authors defined negative effects as any unwanted events or experiences that the client believed to be related to treatment. At post-treatment, they found, on average, 9.3% of patients reported one negative effect that might be related to treatment. The authors grouped the negative effects into two main categories: *Patient-related negative effects* consisted of *insight* (i.e., greater understanding and awareness of an ongoing condition which lead to greater distress) and *symptoms* (i.e., increase in symptom severity), and *treatment-related negative effects* consisted of *implementation* (i.e., difficulty performing tasks assigned during treatment or adhering to treatment) and *format* (i.e., issues with the online treatment environment).

Another notable study by [@bb0030] asked 133 clients participating in an ICBT program for social anxiety disorder about negative effects at post-treatment. The authors defined negative effects as any unwanted effects or events that the client associated with treatment. In total, 14% of participants (*n* = 19) described experiencing unwanted negative events. The authors identified seven types of negative effects: *emergence of new symptoms, deterioration of symptoms, negative well-being, lack of clear treatment result, non-compliance, changes in work situation*, and *stigmatization*. Notably, their results indicated that experiencing negative effects was not related to symptom deterioration at post-treatment or 4-month follow-up.

Although asking clients to report on negative effects at post-treatment is valuable, there are limitations to this retrospective reporting style. In particular, asking clients to think back about negative effects increases the risk of memory bias (i.e., clients providing less or inaccurate detail, clients forgetting about negative effects experienced early in treatment; [@bb0145]). Therefore, there is value in exploring complementary ways of assessing negative effects of ICBT, such as inquiring about negative effects at different points throughout treatment ([@bb0145]). In therapist-assisted ICBT programs, emails sent to therapists provide insight into clients\' perceptions of treatment on a weekly basis. Thus, qualitatively examining client emails represents a potentially effective supplemental approach to learning about negative effects associated with ICBT. Understanding negative effects is essential because it allows clients to make informed decisions about the risks and benefits of ICBT, helps researchers continuously improve the design and delivery of ICBT, and ensures clients do not experience unnecessary harm or distress ([@bb0040]; [@bb0145]; [@bb0160]). Moreover, from the clinician perspective, understanding negative effects puts therapists in a position to respond to and address negative effects in treatment, which could ultimately serve to bolster outcomes and the therapeutic alliance, similar to how past researchers have found that therapist response to an alliance rupture can be beneficial to outcomes in therapy ([@bb0070]).

The purpose of the current study was to explore negative effects reported by clients in their emails to their therapist over the course of an 8-week, therapist-assisted ICBT intervention for anxiety and depression. Specifically, the current study aimed to determine the percentage of clients who report negative effects in their correspondence during treatment and which negative effects are most commonly identified during treatment. We also conducted a preliminary investigation of correlates of negative effects (i.e., relationship between negative effects and a variety of demographic characteristics, engagement variables, and treatment outcomes). Given that this was the first study to explore negative effects in client emails, no formal hypotheses were made; however, we generally expected clients to report similar negative effects to what has been found in previous ICBT research, such as negative emotional states, difficulties with implementation, and format problems ([@bb0030]; [@bb0130]).

2. Method {#s0010}
=========

2.1. Participants {#s0015}
-----------------

The present study utilized data from a previously published ICBT trial for depression and anxiety that examined results of ICBT in routine care (ISRCTN42729166; [@bb0085]). Clients learned about the government-funded ICBT program via providers working in community mental health clinics, family physicians, family and friends, media, online searches, email announcements, and printed posters/cards. Interested clients then self-referred to ICBT by completing an online screening and subsequent telephone interview to assess inclusion/exclusion criteria including: 1) being at least 18 years of age and residing in Saskatchewan, Canada; 2) having access to a computer with Internet connection; 3) consenting to participate and for physician notification; 4) exhibiting symptoms of depression or anxiety; 5) the absence of severe or unmanaged mental health symptoms (e.g., high suicide risk, schizophrenia); and 6) not receiving regular psychotherapy at the time of enrollment. More information about the participants, recruitment, and screening can be found elsewhere ([@bb0085]).

2.2. Intervention {#s0020}
-----------------

Clients in the current study participated in an 8-week, transdiagnostic, therapist-assisted ICBT program for anxiety and depression. The transdiagnostic approach is based on the premise that anxiety and depression are often comorbid and share common symptoms, such as maladaptive thinking patterns and avoidance. As such, across the 5 lessons, the program taught clients a variety of symptom management strategies that are applicable to both anxiety and depression: 1) the cognitive-behavioural model; 2) thought monitoring and challenging; 3) de-arousal strategies and pleasant activity scheduling; 4) graduated exposure; and 5) relapse prevention ([@bb0045]; [@bb0170]). Each lesson was comprised of psychoeducation, instruction on cognitive behavioural strategies used for symptom reduction, case stories, lesson summaries, and homework exercises. Clients emailed their therapist as many times as needed each week, while therapists spent 15 to 20 min a week responding to client emails on a predetermined day. Clients provided demographic information during the online screening and completed online symptom measures at pre-treatment, post-treatment, and three-month follow-up, as well as at the start of each lesson. For the purposes of the present study, clients who completed at least one lesson and post-treatment measures were considered "completers" and clients who completed at least one lesson but did not complete post-treatment measures were considered "non-completers".

2.3. Measures {#s0025}
-------------

Depressive symptoms were assessed using the Patient Health Questionnaire -- 9 items (PHQ-9; range 0--27; ≥10 = clinical depression; [@bb0110]) and anxiety symptoms were measured using the Generalized Anxiety Disorder -- 7 items (GAD-7; range 0--21; ≥10 = clinical anxiety; [@bb0165]). At post-treatment, clients completed the 12-item Working Alliance Inventory-Short Revised (WAI-SR; range 12--24; [@bb0095]) and responded to questions about treatment satisfaction (e.g., Overall, how satisfied were you with treatment?; range 1--5).

2.4. Analyses {#s0030}
-------------

Client emails to their therapist were the primary source of data for the present study. The emails were imported to NVivo 12 and the first author used directed content analysis to examine client emails for mention of negative effects. Directed content analysis involves using pre-existing themes to code the data, but allows for creation of new themes if applicable ([@bb0065]; [@bb0105]). In this case, the pre-existing themes were the negative effects categories identified in previous ICBT research: deterioration, non-response, implementation problems, format problems, novel symptoms, negative emotional states, severe adverse events, non-compliance/dropout, stigmatization, increased awareness ([@bb0030]; [@bb0080]; [@bb0125]; [@bb0130]). After all emails were coded, the identified negative effects were discussed by the first and second authors and the coding guide was finalized. Subsequently, the first author re-analyzed the data to ensure client emails were coded accurately and comprehensively in accordance with the guide. Finally, a third researcher who was not involved in the initial analysis reviewed all coded material to ensure fit with the definitions provided in the coding guide. The second author was responsible for resolving any coding discrepancies that were identified using her knowledge of ICBT and the existing negative effects literature, although this rarely occurred.

Descriptive statistics were calculated to describe the sample\'s demographic characteristics and treatment outcomes, and determine the frequency of each negative effect. Completers and non-completers are presented separately for comparison purposes, but it was not possible to conduct statistical comparisons across the groups due to the small number of non-completers. For completers, correlational analyses were used to examine the relationship between total number of negative effects and: 1) demographic variables; 2) treatment engagement; 3) treatment satisfaction; 4) working alliance; and 5) symptom outcomes. Spearman\'s rank-order correlation coefficient (Spearman\'s Rho) was used because it is a robust test that guards against violations of statistical assumptions (e.g., normality) and is appropriate with mixed variable types (e.g., ordinal and continuous). Given the exploratory nature of the correlation analyses, statistical corrections were not used to account for the number of correlations conducted. A priori G\*Power analysis using a two-tailed correlation point-biserial model indicated that a minimum sample of 80 participants (alpha = 0.05; power = 0.80) was suitable to detect medium-to-large effects ([@bb0075]).

3. Results {#s0035}
==========

3.1. Sample characteristics {#s0040}
---------------------------

The sample consisted of 96 randomly selected trial clients. To ensure statistical power, 80 clients were selected from the 378 who were classified as completers in the previous trial (21%). Subsequently, 16 clients were selected from the 80 clients who were classified as non-completers in the previous trial (20%). Our goal was to select approximately the same proportion of completers and non-completers from the original trial. Demographic characteristics and treatment outcomes for the sample are presented in [Table 1](#t0005){ref-type="table"}. Completers and non-completers were similar in terms of demographic characteristics and pre-treatment depression and anxiety scores, but completers were more engaged in treatment than non-completers (e.g., number of log-ins, lessons started, and emails to their therapists). Completers reported good working alliance with their therapist, were satisfied with treatment, and reported significant reductions in anxiety and depression symptoms from pre- to post-treatment.Table 1Sample demographics and treatment outcomes.Table 1**DemographicsCompleters (n = 80)Non-Completers (n = 16)**M (SD)M (SD)Age39.28 (11.78)37.44 (10.72)*n (%)n (%)*Female53 (66.0%)14 (87.5%)Caucasian73 (91.3%)15 (83.8%)Married or common-law55 (68.8%)9 (56.3%)Urban[a](#tf0005){ref-type="table-fn"}44 (55.0%)6 (37.5%)University educated43 (53.8%)5 (31.3%)Employed55 (68.8%)7 (43.8%)***Treatment Outcomes*Completers (*n* = 80)Non-Completers (*n* = 16)***EngagementM (SD)M (SD)* Log-ins27.30 (14.25)8.56 (3.81) Lessons started4.74 (0.78)2.31 (0.95) Emails to therapist5.69 (3.64)1.44 (1.03) Emails from therapist9.86 (1.88)7.19 (2.88)*Working AllianM (SD)M (SD)* WAI-SR-Total (12-84)67.68 (13.41)-*Treatment SatisfactionM (SD)M (SD)* Overall satisfaction (1-5)4.03 (0.98)-*Symptom MeasuresM (SD)DescriptorM (SD)Descriptor*Depression (PHQ-9; 0-27) Pre-treatment12.53 (5.68)Moderate range13.00 (5.91)Moderate range Post-treatment5.65 *(*4.87)Minimal range\--Anxiety (GAD-7; 0-21) Pre-treatment12.35 (4.70)Moderate range10.31 (5.45)Moderate range Post-treatment5.33 (4.27)Minimal range\--[^1][^2]

3.2. Negative effects {#s0045}
---------------------

Qualitative content analysis of 478 client emails sent to 39 therapists resulted in the identification of two categories. *Patient-related negative effects* consisted of three subcategories: *negative emotional states, dropout*, and *non-response*. *Treatment-related negative effects* consisted of five subcategories: *therapist support concerns, content/format problems, implementation problems, technical difficulties*, and *questionnaire concerns*. The majority of these negative effects were similar to categories described in past research, however *therapist support concerns*, *technical difficulties*, and *questionnaire concerns* represented newly identified categories. A description of each type of negative effect is provided in [Table 2](#t0010){ref-type="table"} along with example quotes and frequencies for completers and non-completers. Among completers, *technical difficulties* was the most commonly reported negative effect, followed by *implementation problems* and *negative emotional states*. Among non-completers, *dropout* was the most commonly reported negative effect.Table 2Negative effect categories, descriptions, quotes, and frequencies.Table 2Categories and subcategoriesDefinitionExample quotesCompleters (*n* = 80)Non-completers (*n* = 16)Patient-related negative effectsNegative emotional statesExperiencing a negative emotional state as a result of the program (e.g., anxiety, frustration, hopelessness, stress, discomfort)"\[ICBT\] has only been one more thing on my to do list that is adding, rather than alleviating, stress." (client 66)13 (16.3%)--DropoutPremature treatment termination"I have decided to withdraw from the program." (client 117)2 (2.5%)3 (18.8%)Non-responseLack of symptom improvement or lack of progress"I\'m still feeling that I have made no progress." (client 152)1 (1.25%)--  Treatment-related negative effectsTherapist support concerns[a](#tf0010){ref-type="table-fn"}Concerns about the frequency/quality of therapist support or the nature of email contact (e.g., not enough therapist contact, confused about what to write in emails to therapist)"I have a really hard time conveying thoughts to email." (client 94)4 (5.0%)1 (6.3%)Content/format problemsProblems with the way the program content is presented (e.g., too much text, examples not relevant/helpful, already encountered skills in previous therapy)"It is easy to read the resources on the site, but I just feel like there has been too much at once for me." (client 167)11 (13.75%)--Implementation problemsProblems implementing the skills taught in the program (e.g., challenging negative thoughts, creating exposure ladder)"I am having a tough time with constructing ladders beyond the point of one or two steps." (client 94)16 (20.0%)--Technical difficulties[a](#tf0010){ref-type="table-fn"}Difficulty using the program interface (e.g., delivery of email to therapist, accessing lessons, locating supplemental materials)"Not sure if it\'s the website or my iPad, but my response got frozen and then kicked me out after a fairly lengthy response, so this one will be a bit shorter." (client 225)18 (22.5%)1 (6.3%)Questionnaire concerns[a](#tf0010){ref-type="table-fn"}Concerns about the questionnaire response options (e.g., difficulty choosing a response option)"I would like to note, for the depression and anxiety measurement questions, the options *several*, *more than half*, and *every day*, sometimes don\'t apply." (client 320)3 (3.75%)--[^3][^4]

Out of all 96 clients, 59 (61.5%) reported experiencing at least one negative effect and 17 (17.7%) reported experiencing more than one negative effect. Follow-up analysis revealed that 43 completers (53.8%) and 16 non-completers (25.0%) reported at least one negative effect, while more than one negative effect was reported by 16 completers (20.0%) and 1 non-completer (6.3%).

3.3. Correlations between negative effects and treatment outcomes {#s0050}
-----------------------------------------------------------------

Correlation values are presented in [Table 3](#t0015){ref-type="table"}. No significant correlations were observed between the total number of negative effects and completer demographic characteristics (e.g., age, gender), working alliance (e.g., WAI-SR total score), treatment satisfaction (e.g., overall satisfaction rating), or symptom outcomes (e.g., PHQ-9 and GAD-7 change scores). Significant correlations were observed, however, between total negative effects and engagement variables. That is, total number of negative effects was weakly correlated with number of client logins and number of client emails sent, suggesting that clients who reported a greater number of negative effects logged in to the ICBT program more frequently and sent more emails to their therapist. Negative effects were not associated with number of lessons completed. When each type of negative effect was examined independently, the only significant correlations were for content/format problems. Specifically, weak negative correlations with the WAI-SR total score and overall ratings of treatment satisfaction were observed, suggesting that clients who reported issues relating to content/format reported slightly poorer working alliance and treatment satisfaction.Table 3Negative effect total and domain correlations with demographics, engagement, working alliance, treatment satisfaction, and patient outcomes (*n* = 80).Table 3Total countNegative emotional statesContent/format problemsImplementation problemsTechnical difficultiesDemographicsAge0.070.16−0.100.110.03Female (0)/male (1)−0.03−0.040.06−0.17−0.12Not married (0)/married (1)−0.080.15−0.040.00−0.09No university (1)/university (1)−0.03−0.140.080.030.02  EngagementLog-ins0.24[⁎](#tf0015){ref-type="table-fn"}0.200.120.220.19Lessons started0.200.060.050.190.11Emails to therapist0.26[⁎](#tf0015){ref-type="table-fn"}0.180.160.190.13  Working allianceWAI-SR-total−0.20−0.11−0.24[⁎](#tf0015){ref-type="table-fn"}−0.120.03  Treatment satisfactionOverall satisfaction rating−0.11−0.04−0.28[⁎](#tf0015){ref-type="table-fn"}−0.120.22  Patient outcomesGAD-7 change score−0.160.01−0.170.09−0.18PHQ-9 change score−0.130.070.09−0.21−0.06[^5][^6]

4. Discussion {#s0055}
=============

The aim of the current study was to explore negative effects reported by 96 clients in their emails to their therapist over the course of an 8-week, therapist-assisted, transdiagnostic ICBT intervention for anxiety and depression. This is the first study to examine negative effects in client emails during treatment as opposed to the usual method of relying on retrospective post-treatment questionnaires or interviews. We found that 61.5% of clients in our sample reported at least one negative effect during treatment. The overall incidence of negative effects was significantly higher in the current study than has been found in previous research that has examined negative effects retrospectively at post-treatment (i.e., 9.3--12.9%; [@bb0030]; [@bb0130]). There are several potential explanations for this discrepancy. First, it is possible that different definitions of negative effects and coding guides influence the nature and frequency of negative effects. In this study, we coded quite liberally, broadly including all adverse or unwanted events or experiences. Second, it is possible that clients underreported negative effects in previous studies due to memory bias. For example, it is possible they forgot about or overlooked negative effects that occurred earlier in treatment. Third, it is conceivable that negative effects of ICBT differ based on the condition being treated, the content/format of the program, or the website quality. Most likely, a combination of all three factors accounts for the higher incidence of negative effects in the current study.

Informally comparing negative effects reported by treatment completers and non-completers allowed us to gain preliminary insight into differences across groups. Completers reported a greater total number of negative effects than non-completers, as well as negative effects in more categories, most commonly *technical difficulties*, *negative emotional states*, and *implementation problems*. This is likely the product of completers finishing more of the course content and sending more emails to their therapist than non-completers. The most common negative effect reported by non-completers was *dropout*, which most clients attributed to competing demands for their time or a desire for more intensive therapist support. Importantly, negative effects did not appear to be the impetus to clients terminating treatment prematurely.

Noteworthy is that we found negative effects were not related to client demographic characteristics, lessons completed, working alliance, treatment satisfaction, or symptom outcomes among completers, despite the high incidence of negative effects in the current study. This result compliments the work of [@bb0030] who also found no relationship between negative effects and symptom deterioration at post-treatment or 4-month follow-up. Together, these findings raise interesting questions about why negative effects do not appear to be related to several important treatment outcomes. One potential explanation is that the negative effects reported by clients resulted in distress that was short-lived and did not persist long enough to influence treatment outcomes. For example, clients who reported technical difficulties, such as loss of a composed but unsent email, might have experienced only temporary frustration that did not have a serious, long-term negative impact. If this were the case, it could be argued that some negative effects are not really "negative" at all, unless they are detrimental to clients functioning at post-treatment. The lack of significant correlations could also be attributed to statistical factors, such as low power for identifying small effects, insufficient variability, or the dichotomous nature of some of the variables. Alternatively, it may be that the inclusion of therapist support allowed ICBT clinicians to respond to and address negative effects as they were reported by their clients, thus preventing negative effects from influencing treatment outcomes, or that strong working alliance acted as a buffer against negative effects. The latter possibility is bolstered by the observed non-significant relationship between negative effects and working alliance, which suggests that negative effects are not necessarily detrimental to the development or maintenance of the client-therapist relationship and do not appear to cause alliance ruptures.

We did, however, find that total number of negative effects was significantly correlated with number of client logins and number of client emails sent. Given that correlational analyses do not specify causal relationships, one interpretation of the data is that clients who logged in to the program more frequently were exposed to a greater number of negative effects and clients who sent more emails had more opportunity to report negative effects. When each type of negative effect was examined independently, only content/format problems was significantly related to outcomes. That is, clients who reported content/format problems scored lower on a measure of working alliance and reported lower levels of satisfaction with treatment. If this finding can be replicated in future research, it could suggest that certain negative effects that occur during treatment may be detrimental to particular outcomes, while others are not. Additional research is needed to know more about these relationships.

The negative effects identified in the present study share some commonalities with those reported in the existing literature. We retained the two overarching categories first described by [@bb0130]: *patient-related negative effects* and *treatment-related negative effects*. With regard to patient-related negative effects, the subcategory *negative emotional states* is similar to the *negative well-being* category described by [@bb0030] and includes the *insight* theme identified by [@bb0130]. We also identified a few examples of *dropout* and *non-response*, negative effects that have been traditionally measured using quantitative approaches (e.g., [@bb0140]). In terms of treatment-related negative effects, the subcategories *implementation problems* and *content/format problems* were previously reported by [@bb0130].

Several negative effects that have not been reported in previous studies were also identified: *questionnaire concerns, technical difficulties*, and *therapist support concerns*. It is possible previous research included these negative effects in a larger category (e.g., *technical difficulties* might have been captured under the *format* category by [@bb0130]), or alternatively, these may be novel negative effects associated with the ICBT program used by clients in the current study. It is plausible that issues related to questionnaires, technical problems, and the presence or absence of therapist assistance might differ across ICBT programs. Finally, there were several negative effects that have been recognized in previous research that were not found in the current study. Specifically, clients did not discuss *symptom deterioration*, *novel symptoms*, or *severe adverse events* such as suicidality or hospitalization in their emails to their therapist ([@bb0130]).

The findings from the current study (and the study of negative effects more generally) have important implications for research and clinical practice. From the perspective of ICBT program developers, information about negative effects can be used to improve the design and delivery of programs offered. For example, changes can be made to the program to reduce the likelihood of negative effects such as technical difficulties, questionnaire concerns, and content/format problems. Program developers can also monitor and publish rates of dropout, deterioration, and non-response, which may provide an indication that a program needs to be revised. From the ICBT clinician perspective, research on negative effects generates ideas about how to reduce harms to ICBT clients. In particular, it highlights the value in systematically monitoring client emails for negative effects to give therapists the opportunity to intervene as negative effects occur (e.g., normalize certain negative emotional states, provide ideas related to implementation) and potentially mitigate any impact they have on treatment outcomes. Accordingly, it is essential to train ICBT therapists on how to identify and respond to negative effects reported by clients during treatment ([@bb0035]). Suggested therapist responses to client-reported negative effects are provided in [Table 4](#t0020){ref-type="table"}. If negative effects are systematically monitored during treatment and at post-treatment using retrospective open-ended reports, it will provide researchers and clinicians with a comprehensive picture of the negative effects associated with ICBT. Lastly, from the ICBT client perspective, negative effects are relevant to informed consent. That is, ICBT clients should be informed about the possible negative effects associated with treatment prior to formal enrolment so they can make an informed decision about the risks and benefits of participating.Table 4Suggested therapist responses to client-reported negative effects.Table 4Negative effectSuggested therapist responsePatient-related negative effectsNegative emotional statesProvide psychoeducation (e.g., normalize); encourage practice (e.g., reassure client that practicing skills will lessen negative emotional states)DropoutPhone client to discuss; build rapport (e.g., address client concerns); provide feedback (e.g., on symptom progress); facilitate understanding (e.g., ask questions or provide suggestions to help client)Non-responsePhone client to discuss; build rapport (e.g., address client concerns); provide feedback (e.g., on symptom progress); facilitate understanding (e.g., ask questions or provide suggestions to help client)  Treatment-related negative effectsTherapist support concernsBuild rapport (e.g., address client concerns); facilitate understanding (e.g., ask questions or provide suggestions to help client); clarify administrative procedures (e.g., provide clear instruction about therapist support)Content/format problemsBuild rapport (e.g., address client concerns); facilitate understanding (e.g., ask questions or provide suggestions to help client); clarify administrative procedures (e.g., explain program format)Implementation problemsBuild rapport (e.g., address client difficulties); provide psychoeducation (e.g., normalize challenges); facilitate understanding (e.g., ask questions or provide suggestions to help client succeed at implementation); encourage practice (e.g., reinforce the value of practice)Technical difficultiesBuild rapport (e.g., address client difficulties); clarify administrative procedures (e.g., provide instructions on how to overcome technical difficulties)Questionnaire concernsBuild rapport (e.g., address client concerns); facilitate understanding (e.g., ask questions or provide suggestions to help clients complete questionnaires)[^7]

4.1. Limitations {#s0060}
----------------

The current study had several notable limitations. First, we were not able to explore how negative effects reported in client emails correspond with negative effects reported by the same clients at post-treatment, because the clinical trial design did not include open-ended negative effects questions at post-treatment. Such questions have been added to subsequent trials providing a future research direction. Second, we did not statistically compare negative effects for completers and non-completers due to the fact that the random sample of non-completers was not large enough to ensure adequate power. Future research should include a much larger sample size to ensure sub-analyses can be conducted and statistical corrections can be made to account for the larger number of correlations being run. Third, clients in the current study were not explicitly instructed to report negative effects in emails to their therapist, and it is possible that additional negative effects could have been reported if clients were prompted to do so. Finally, we cannot say definitively that the negative effects identified in the current study are the direct result of the ICBT program. As indicated by [@bb0135], it is difficult to establish a cause-effect relationship, given natural fluctuations in symptoms, unique client stressors, and variation in clients\' attribution of negative effects. Given the exploratory nature of the current study, we chose to err on the side of inclusivity in our definition of negative effects, but future researchers may need to carefully delineate whether they choose to include only negative effects that are clearly a result of treatment.

4.2. Future directions {#s0065}
----------------------

The exploration of negative effects associated with ICBT is in its infancy ([@bb0015]; [@bb0100]; [@bb0145]). The findings of the current study make it clear that future research should focus on refining the terminology related to negative effects. For example, should a negative effect really be labelled a negative effect if it is not detrimental to treatment outcomes? Perhaps researchers should differentiate between negative effects (events that have an impact on outcomes) and negative experiences (events that are unrelated to outcomes yet still important to recognize). Additionally, more research that includes diverse ICBT programs, sophisticated statistical analyses, and larger sample sizes is needed to learn more about the nuances of negative effects.

The results of the current study also provide several specific avenues for future research pursuits. As mentioned previously, a valuable next step would be exploring how the negative effects reported in client emails corresponds with negative effects reported retrospectively at post-treatment using open-ended questions or the Negative Effects Questionnaire ([@bb0135]; [@bb0155]). Additionally, comparison studies that examine differences in negative effects across groups would be useful. For example, researchers could compare completers to non-completers, therapist-assisted ICBT programs to self-guided ones, or face-to-face therapy to ICBT. With regard to treatment outcomes, future research is needed to elucidate which negative effects are most critical to outcomes, as well as determine if certain clients are more affected by negative effects (e.g., clients with low motivation or more severe symptoms) than others. Lastly, additional studies that examine therapist responsiveness to client-reported negative effects would be beneficial. Specifically, a measure could be created to train ICBT therapists and systematically monitor client emails for negative effects in routine practice.

5. Conclusions {#s0070}
==============

In order to accurately inform clients about the risks and benefits of treatment, minimize harm, and improve the design and delivery of ICBT, negative effects cannot be ignored. Although total number of negative effects was not correlated with lesson completion, working alliance, treatment satisfaction, or symptom outcomes, over half the clients included in the current study reported experiencing at least one negative effect during treatment. This highlight the importance of training ICBT therapists to systematically monitor for and respond to negative effects as they arise as a supplement to retrospective post-treatment reports. Overall, the findings of the current study raise interesting questions about the nature and impact of negative effects. Future research, both qualitative and quantitative, is needed to gain a more nuanced understanding of negative effects associated with ICBT.
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[^1]: Note: Completers = completed post treatment questionnaires; Non-Completers = did not complete post treatment questionnaires; *M* = mean; *SD* = standard deviation; WAI-SR = Working Alliance Inventory-Short Revised PHQ-9 = Patient Health Questionnaire-9; GAD-7 = Generalized Anxiety Disorder-7.

[^2]: Urban = residing in a city with a population over 200,000.

[^3]: Note: Completers = completed post treatment questionnaires; Non-Completers = did not complete post treatment questionnaires.

[^4]: Novel negative effects that have not been identified in previous research.

[^5]: Note: Correlations for dropout, non-response, therapist support concerns, and questionnaire concerns are not reported because of their low incidence among completers (i.e., \< 10% of clients). WAI-SR = Working Alliance Inventory-Short Revised; GAD-7 = Generalized Anxiety Disorder-7; PHQ-9 = Patient Health Questionnaire-9.

[^6]: *p* \< .05.

[^7]: Note: Based on the recommended ICBT therapist behaviours described in [@bb0090].
